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PATENT COOPERATION TR^^V 

PCT 

INTERNATION AL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
661332 


SeeNoiiticaiionon ransmittalollnternationai Prelimmar\ 
FOR FURTHER ACTION Hxamination Report ( Form PCT IPHA 416) 


International application No 

PCT JP99'02595 


International tiling date {day month vear] 

19 May 1999 (19.05.99) 


Priority date {day month year } 

22 May 1998 (22.05.98) 



International Patent Classification (IPC) or national classification and IPC 
A6 IK 48 00 



Applicant 

SUMITOMO PHARMACEUTICALS COMPANY, LIMITED 



1. This international preliminar> examination report has been prepared b\ this Internationa! Preliminar> Examining Authority 
and is transmitted to the applicant according to Article 36. 


2 This REi-( >RT coiisists of a total of 5 sheets, including this co\ cr sheet. 


□ 


This report is also accompanied b> AN'NEXES. i.e.. sheets of the description, claims and or drawings w hich have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
7(.i.l6 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 


3. This rep'jn contains indications relating to the following items 


I 


□ 


Basis of the report 


II 


□ 


PrioritN 


III 


□ 


Non-establishment of opinion with regard to novelty , inventive step and industrial applicabilit\ 


IV 


□ 


Lack of unit>' of in\ ention 


V 


□ 


Reasoned statement under Article 35{2) with regard to novelt\. in\entive step or industrial applicabilit}-; 
citations and explanations supporting such statement 


VI 


□ 


Certain documents cited 




rn 

1 1 


Certain defects in The intrmnTinnal annlirnTinn 


\'IiI 


LJ 


Cci ltiin uuhci^diiuiii UM ilii; liilti iialnjiial appin-uiiwu 



Date of submission of the demand 

08 December 1999 (08.12.99) 


Date of completion of this report 

05 April 2000 (05.04.2000) 


Name and mailmg address of the IPI-.\ JP 
I-acsmTile N\v 


Authorized officer 
Telephone No 



f orm PC I IPI-.'V 409 (co\er sheet mJuU 1998) 



L'rnjuonai appii^-ation No 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT I p(^7 jpQQ 02595 



Basis of the report 



1 W \{h regard to the elements of the iniemaiional application * 
[ ^ ] the miemaiional application as ongmaih filed 

I I the description: 

pages . as origmail> filed 

pages . t1!ed vMth the demand 

pages . tiled uith the letter of 



I I the claims: 

pages . as originally filed 
pages , as amended (together with an\ statement under Article 19 
pages . tiled \\ith the demand 
P-iges , filed \sith the letter of 

I I the draw ings: 

pages . as onginalh filed 

pages . filed with the demand 

P^ges , filed w ith the letter of 

I I the sequence listing part of the description: 

P-iges ^ as originally filed 

P^g^'s . filed \^ilh the demand 

pag^s ^ ^. filed w ith the letter of 



2. W ith regard to the language, all the elements marked abo\e were available or furnished to this Authorit> in the language in which 
the intemational application was filed, unless otherwise indicated under this item. 

These elements \^ere a\aitable or furnished to this Authorit\ in the following language which is: 

I I the language of a translation furnished for the purposes of miernational search (under Rule 23.1(b)). 
I I the language of publication of the international application {under Rule 48.3(b)) 

I I the language of the translation furnished for the purposes of international preliminar> exam.inaiion (under Rule 55 2 and' 
or 55.3). 

3 With regard to an\ nucleotide and/or amino acid sequence disclosed in the international application, the intemational 
preliminar\ examination w as carried out on the basis of the sequence listing 

! J contained m the international application in written form 

I I filed together w ith the international application in computer readable form. 

I I furnished subsequently to this Authorit\ in written form. 

I I furnished subsequently to this Authorit\ in computer readable form 

I I The statement that the subsequentlv furnished written sequence listing does not go be\ond the disclosure in the 
international application as filed has been furnished 

I I The statement that the informntion recorded i'^ computer readnhMC (ovvii i- lucMiiLai lo the 'Arincn sequence listing has 
been furnished. 



□ 



The amendments ha\e resulted in the cancellation of 

I I the description, pages 

I I the claims. Nos 

I I the dra\Mngs. sheets fig 



- I j I his report has been established as it (some ot^ the amendments had not been made, since the> ha\e been considered to go 
be\tind the disclosure as tiled, as indicated in the Supplemental Box (Rule "0 2(c)) ** 

* Replaccmenl sheets which have been furnished lo the receiving (Office in response to an invitation under Article 14 are referred to 
in this report as ' orii^inallv tiled' and are not annexed to this report since thev do no! contain amendments (Rule ''0/6 
and '0 1'/^ ' 

** Anv replacement sheet containing such amendments must he referred to under item I and annexed to this report 
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^rna!io[)al app ii-waiiot": No 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT I p^y jpQQ Q259> 



III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



1 rhe questions whether ihc claimed invention appears to be novel, lo m\oI\e an invenii\e step (to be non obvious), or to be 
indusinall) applicable have not been examined in respect of 

I I the entire mternational application 

[X] claims Nos. 19.29 

because; 

fyl the said international application, or the said claims Nos, ] 9,29 

^— 2J relate lo the tbllovving subject matter which does not require an international preliminarv examination (specify) 

The subject matter of Claims 19 and 29 relates to a method for treatment of the human body by 
therapy, which does not require an international preliminary examination by the International 
Preliminary Examining Authority in accordance with PCT Article 34(4)(a)(i) and Rule 67.1(iv). 



□ the description, claims or drawings (indicate particular elements below ) or said claims Nos. 
arc so unclear that no meaningful opinion could be formed (specifyr. 



□ the claims, or said claims Nos. are so inadequatelv supported 
bv the description that no meaningful opinion could be formed 

\>(\ no international search repon has been established for said claims Nos. 1 9.29 



A meaningful mternalional preliminarv examination cannot be carried out due to the failure of the nucleotide and or amino acid 
sequence listing to complv v\ith the standard provided for in Annex C of the Administrative Instructions 

I I the uritten form has not been turnished or does not complv with the standard 

[ I the computer readable form has not been furnished or does not complv uith the standard 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



crnaiionai appiication No 

PCT 025^5 



\ . Reasoned statement under Article 35(2) with regard to novelt\, inventive step or industrial applicability; 
citations and explanations supporting such statement 



! Sialcmcni 

In\cnti\ c step ( IS t 
Industrial applicabiln> (iA) 



C laims 
C laims 

C laims 
C laims 

C laims 
Claims 



1-18.20-28 



4-6 



1-3. 7-18, 20-2^ 



1-18.20-28 



NO 

YES 
NO 

Wis 
NO 



2 Citations and explanations 

Document 1: JP. 9-71542. A {Sumitomo Pharmaceuticals Co.. Ltd. and one other) 18 March 
1997 (18.03.97) & WO. 97/02047, A & CA. 2225998. A & AU, 704694. B & EP, 844004. A 

Document 2: WO. 96/40265. A (Regents of the University of California) 19 December 1996 
(19.12.96) 

Clamis 1-3, 7. 9-18. 20 and 22-28 

The Claims of document 1 describe a gene preparation in which a gene or a vector incorporating 
the desired gene is supported in a carrier comprising a biologically compatible material such as 
collagen, gelatin and the like. In addition. Par. No. 0009 describes the blending of sucrose and 
poh lysine, which corresponds to a cationic polymer. 

Par. No. 20 of this document states that a plasmid x ector can be used as the gene, and Par. Nos. 
0012 and 0019 state that this gene preparation can be compounded in various forms including 
freeze-dried form. 

Based on these descriptions, the manufacture of various dosage forms of gene preparations that 
contain the aforementioned ingredients is obvious to persons skilled in the art. and therefore the 
inventions described in Claims 1-3. 7. 9-18. 20. and 22-28 are obvious to persons skilled in the 
art based on the description in document 1 and do not appear to in\olve an inventive step. 

Claims 1-3. 7, 9-11. 15-18 and 22-27 

The Claims of document 2 (especialb/ Claims 1. 1. f* and 7) Jtrbcribe a freezc-dricd gene 
preparation that has polylysine. which corresponds to various cationic lipids and cationic 
polymers, and saccharides such as lactc^se. sucrose and the like m their compositions. In 
addition. Claim 6 of this document states that plasmid DNA is used as this gene preparation. 

Based on these descriptions, the manufacture of various dosage forms of gene preparations that 
contain the aforementioned ingredients is obvious to persons skilled in the art. and therefore, the 
in\'entions described in Claims 1-3. 7, 9-11, 15-18 and 22-27 are ob\ious to persons skilled in 
the art based on the description in document 1 and do not appear to in\'olve an in\'enti\'e step. 



l-orm PC I IPl.A 4()^y i Box \') ( Jlj1> 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 





laiionai application No 



PCT JP99 02595 



Supplemental Box 

( To be used \shen the space in an> ot the preceding boxes is not suftlcient) 
Continuation of Box V (Citations and explanations): 
Claims 8 and 21 

The quantities of added ingredients in the formulation and the like are matters that are optimized 
as needed by persons skilled in the art, and therefore the in\entions described in Claims 8 and 21 
are ob\'ious to persons skilled in the art based on the descriptions in documents 1 and 2, and do 
not appear to involve an inventive step. 

Claims 1-3. 7-18 and 20-28 

In the field of gene preparations persons skilled in the art conventionally combine multiple 
substances that are suitable as compounding agents. The combination of the ingredients 
described in documents 1 and 2 that are listed as substances that are suitable as compounding 
agents in gene preparations is obvious to persons skilled in the art and does not appear to involve 
an inventive step. 



The use of the "non-hydrophobic amino acid" described in this Claim in a gene preparation is 
not described in any of the documents cited in the international search report and is not obvious 
to persons skilled in the art based on those descriptions. 

Claims 5 and 6 

The use of the "organic acids" described in these Claims in a gene preparation is not described in 
any of the documents cited in the international search report and is not obvious to persons skilled 
in the art based on those descriptions. 
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From the INTERNATIONAL BUREAU 


PCT 


To: 


NOTIFirATION OF FLECTION 


Assistant Commissioner for Patents 




United States Patent and Trademark 


(PCT Rule 61.2) 


Office 




Box PCT 




Washington, D.C. 20231 




ETATS-UNIS D'AMERIQUE 


Date of mailing (day/month/year) 


in its capacity as elected Office 


20 January 2000 (20.01.00) 




International application No. 


Applicant's or agent's file reference 


PCT/JP99/02595 


661332 


International filing date (day/month/year) 


Priority date (day/month/year) 


19 May 1999 (19.05.99) 


22 May 199o (ZZ.vo.^o) 


Applicant 




TERADA, Masaaki et al 




1. The designated Office is hereby notified of its election nnade: 


X in the demand filed with the International Preliminary Examining Authority on: 


08 December 1999 (08.12.99) 


1 I in a notice effecting later election filed with the International Bureau on: 


2. The election | X| was 




I 1 was not 




made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 


Rule 32.2(b). 
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The International Bureau of WlPO 
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Kiwa Mpay 


1211 Geneva 20, Switzerland 


Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 
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